
[Docket No. Of N-0437] 

Agency ~nfurmati~~ Cokctian Activities; Submission for CM8 Review; Comment 

Request; New Animal Drugs for investigational Use 

AGENCY: Food and Drug Administration, HHS. 

ACTION: ktice. 

SUMMARY: The Food and Drug Administration (FDA) is announcing that the proposed colfection 

of information fisted below has been submitted to the Office of Management and Budget @MB) 

for review and cfearance under the Paperwork Reduction Act of 1995. 

DATES: Submit written comments on the collection of information by [insert date 30 &ys aJker 

ADDRESSES: Submit written comments on the collection of information to the Office of Information 

and Regulatory Affairs, OMB, New Executive Office Bldg., 725 17th St. NW., Washington, DC 

20503, Attn: Stuart Shapiro, Desk Qfficer for FDA. 

FOR FURTHER INF~~MA~l~~ CONTACT: Denver Presley, Office of Information Resources 

Management (EIFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockviffe, MD 

20857,301-827-1472. 

S~~~~EMENTAR~ I~FURMATI~N: In compliance with 44 USC. 3507, FDA has submitted the 

following proposed collection of information to OMB for review and clearance. 
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New Animal. Drugs for Investigational IJse-21 CFR Part 511 @MB Control No. 0910-- 

0017)--Extension 

FDA has the responsibility under the Federal Food, Drug, and Cosmetic Act (the act) for 

approval of new animal drugs. Section 512(j) of the act (21 USC. 36Ob(j)) authorizes FDA to 

issue regulations relating to the investigational use of new animal drugs. The regulations setting 

forth the conditions for investigational use of new animal drugs have been codified at part 511 

(21 CFR part 511). A sponsor must submit to FDA a notice of claimed investigational exemption 

(INAD) before shipping the new animal drug for clinical tests in animals. The INAD must contain, 

among other things, the following specific information: (1) Identity of the new animal drug, (2) 

labeling, (3) statement of compliance of any nonclinical laboratory studies with good laboratory 

practices, (4) name and address of each clinical investigator, (5) the approximate number of animals 

to be treated or amount of new animal drug(s) to be shipped, and (6) information regarding the 

use of edible tissues from investigational animals. The regulations in part 5 1 f also require that 

records be established and maintained to document the distribution and use of the investigational 

drug to assure that its use is safe, and that distribution is controlled to prevent potential abuse. 

The agency utilizes these required records under its Rio-Research Monitoring Program to monitor 

the validity of the studies submitted to FDA to support new animal drug approval and to assure 

that proper use of the drug is maintained by the investigator. 

Investigational new animal drugs are used primarily by drug industry firms, academic 

institutions, and the government. Investigators may include individuals from these entities as well 

as research firms and members of the medical profession. Respondents to this collection of 

information are the persons who use new animal drugs investigationally. 

FDA estimates the burden of this collection of ~nfo~ation as follows: 
TAFRE 1 .-ESTIMATED ANNUAL REPCWING BURDEN’ 

511.1 (b)(5) 
51 t . t (b)(6) 
511.1 (b)(8)@) 
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TABLE 1 .--ESTIMATED ANNUAL REPORTING BuRaEW--Contirtued 

Slf.lfb)(9) 

Total I f I 
1 mere are no capital costs or operating and maintenance costs associated with this coffection of information. 

TABLE 2.-E~TIMATEE) ANNUAL RECORDKEEPING BURDENS 

21 CFR Section No. of Record- Annual Frequency Total Annual Hours per Record- 
keepers per Recordkeeping Records keeper 

Slt.l(a)(fs) 190 7.5 1,434 9 
511.1 (b)(3) 190 10 1,912 1 
511 .‘f (b)(7)(G) 190 2 956 3.5 
51 l.l(b)(f3)(i) 190 4 956 3.5 

Total I 1 

t There are no capital costs or operating and maintenance costs associated with this collection of information. 

Totaf Hours 

12,906 
7,912 
3,346 
3,346 

21,510 

The estimate of the time required for reporting requirements, record preparation, and 

maintenance for this colfection of information is based on agency communication with industry. 

number 
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of respondents, the number of recordkeepers, the number of INAD appfications received, etc.) is 

detived from agency records. 

Margaret M. Dotzel, 
Associate Commissioner for Policy. 
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